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DETAILED ACTION 

Receipt is acknowledged of the applicant's Oath or Declaration filed on 3/25/2004. 
Receipt is also acknowledged of the applicant's Information Disclosure Statements filed 
on 7/1 9/2004 and 3/25/2004. 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-13, drawn to a taste masking composition comprising 
micropellets, classified in class 424, subclass 489. 

II. Claim 14, drawn to a method of preparing a taste masking composition 
comprising micropellets via high-sheer granulation, classified in class 424, 
subclass 489. 

III. Claims 15-20, drawn to a method of preparing a taste masking 
composition comprising micropellets, classified in class 424, subclass 489. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and Invention II are related as process of making and product made. 
The inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make other and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
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(MPEP § 806.05(f)). In the instant case, the product can be made via a materially 
different method. The product can be made in the following manner: 

(a) mixing at least one antibiotic, and optionally one or more excipients, to form a 
premix; 

(b) adding a solvent, and optionally one or more excipients, to the premix formed in 
Step (a) and granulating in the presence of an impeller set at least at 50 rpm, to form 
a wet granulation; 

(c) drying the wet granulation, and optionally milling and screening the dried 
granules to form micropellets; and 

(d) coating the micropellets with at least one cellulose polymer; and 

(e) coating the micropellets from Step (d) with at least one enteric coating polymer to 
form coated micropellets , 

3. Inventions I and Invention III are related as process of making and product made. 
The inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make other and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case, the product can be made via a materially 
different method. The product can be made by high-sheer granulation. 

4. Inventions II and III are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
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the instant case the different inventions have distinct modes of operation. Invention II is 
concerned with the preparation of micropellets via high-sheer granulation whereas 
Invention III is drawn to producing micropellets by first mixing the chemical components 
and then drying the wet granulation. 

5. Searching the inventions of Groups I - II together would impose a search burden 
on the examiner. In the instant case, the search of a composition and two distinct 
methods of preparing said composition would impose a search burden on the examiner. 

6. Because these inventions are distinct for the reasons given above and the 
search required for each subset of Groups I - III are not required for one another, 
restriction for examination purposes as indicated is proper. 

7. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

8. During a telephone conversation with John Tallener on 6/9/2005 a provisional 
election was made with traverse to prosecute the invention of Group I, claims 1-13. 
Affirmation of this election must be made by applicant in replying to this Office action. 
Claims 14-20 are withdrawn from further consideration by the examiner under 37 
CFR 1.142(b), as being drawn to a non-elected invention. 
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Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Millerv. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1-8, 12-13 are provisionally rejected under 35 U.S.C. 101 as claiming the 

same invention as that of claims 1, 5-6, 10-12, 16-17 of copending Application No. 

1 0/768562 ('562). This is a provisional double patenting rejection since the conflicting 

claims have not in fact been patented. 



Co-pending application '562 claims an antibiotic composition comprising (1) a 
core comprising an antibiotic, (2) an inner coating comprising a cellulose polymer which 
is not an enteric coating polymer, and (3) an outer coating comprising at least one 
enteric coating polymer (See claim 1 of '562). Like the instant application, '562 claims a 
composition having a particle size between about 100 microns to about 650 microns 
(See claim 1 of '562). The open "comprising" language in the instant application allows 
for additional limitations such as "a core comprising an antibiotic." In both the instant 
application and in co-pending application '562 the cellulose polymer can be 
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hydroxypropylmethyl cellulose and the enteric coating can be poly(methacrylic acid, 
ethyl acrylate) (See claims 6 and 12 of '562). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
. . use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-7, 9-13 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
Patent 6,221 ,402 ('402). 

'402 disclose a taste-masking composition comprising a (1) core, (2) inner 
coating layer, and (3) outer coating layer (abstract). The core particles disclosed by 
'402 have an average particle diameter between 80 and 400 microns (column 3, lines 
37-45). According to '402, antibiotics such as erythromycin may be used as an active 
agent in the composition (column 2, line 61 - column 3, line 12) and may be present in 
a range between 20-40% by weight (column 3, lines 46-58). The inner coating and core 
may comprise hydroxymethylpropyl cellulose (Tables 1(a), 1(b), 1(c) and column 6, 
lines 36-37). The outer cores, according to '402, may comprise Eudragit E100 (column 
7, lines 1 -1 1 and Tables 1 (a), 1 (b), 1 (c)). The examiner notes that the instant claim set 
uses open "comprising" language. As a result, the instant claim set allows for additional 
limitations such as Eudragit NE30D in the inner coating layer. It should also be noted 
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that the mode of administration of the composition is considered to be a future intended 
use and, as such, is given no patentable weight. 

The claims are therefore anticipated by US Patent 6,221,402 ('402). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1,3-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

US Patent 4,808,411 ('411) in view of US Patent 6,331 ,316 B1 ('316). 

'411 teach microparticle compositions comprising an antibiotic, erythromycin 
coated with a cellulose-related polymer, such as hydroxypropylmethyl cellulose 
(abstract and Claims 1 , 9-11). According to '41 1 , the composition can be further coated 
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with a pH sensitive enteric coating such as Eudragit E-100 (column 5, lines 3-17). The 
antibiotic can constitute 25% to 95% of the composition (Claims 1 and 6). The 
composition can be prepared in the form of an oral administration composition (Claims 
1,10-11). According to '411, the microparticles can have a diameter of 297 microns or 
less (Claim 8 and column 4, lines 49-56). 

'41 1 does not teach a microparticle composition comprising an outer coating 
further comprising poly(methacrylic acid, ethyl acrylate). 

'316 teaches an enteric coated pharmaceutical tablet comprising an antibiotic, 
such as erythromycin (abstract and column 5, line 40). According to '316, it is 
advantageous to coat a tablet with an enteric substance, such as poly(methacrylic acid, 
ethyl acrylate), because the coating allows the tablet core to stay in tact when traveling 
through the stomach but selectively allows for dispersion of the active agent in the small 
intestine (column 4, lines 53-67). In other words, a tablet coated with poly(methacrylic 
acid, ethyl acrylate) allows the active agent to be selectively released in the small 
intestine as compared to the stomach. Because a tablet coated with an enteric 
substance, such as poly(methacrylic acid, ethyl acrylate), modulates the release of an 
active agent in the body, one of ordinary skill in the art would have been motivated to 
add a poly(methacrylic acid, ethyl acrylate) outer coating to the composition proposed 
by '41 1 . Based on the teachings of '316, there is a reasonable expectation that an 
enteric poly(methacrylic acid, ethyl acrylate) outer coating would effectively modulate 
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whether a tablet comprising an active agent releases said active agent in the stomach 
or small intestine. As such, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to add an enteric poly(methacrylic acid, ethyl 
acrylate) outer coating to the composition proposed by '41 1 in view of the teachings of 
'316. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David L. Vanik whose telephone number is (571) 272- 
3104. The examiner can normally be reached on Monday-Friday 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carlos Azpuru, can be reached at (571) 272-0588 . The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



David Vanik, Ph.D. 



IARL0S A. AZPURU 



